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BTS - Semi Auto Biochemistry
Analyzer

Operational Qualification
For

Enga Doctor Medical Diagnostic
Center

BioSystems Diagnostics Pvt. Ltd.,
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BTS—- Semi Auto Biochemistry Analyzer

OPERATIONAL QUALIFICATION

1. System Decontamination
2. Maintenance Procedures
3. System Performance check procedures

4. Customer Training Operation and Maintenance

BizSystems S.A.
Costa Drava

80" "'umm o S www.bnosyslemsan
12640 Barselona tSpan? it ol O
vww biosystems.globr

t 424033110000



BioSystems b e

Instrument Name

Serial Number

Customer

CERTIFICATE OF OPERATION

: BTS - Semi Auto Biochemistry Analyser
2 0000001860

: Enga Doctor Medical Diagnostic Center

The undersigned performer certifies that the Operational Qualification

Protocol has been successfully completed for the instrument stated above.

Authorized
Signature

Name
Designation

Company

Customer
Signature

Name
Designation

Company

S &
SENTHIL =

: Mr. RAJENDRA KAMILAS
: Service Engineer

: BioSystems Diagnostics Pvt. Ltd.,

‘Fal Diagnostic Centré
Palayamkoitai, Tirunsiveli

Ms. Bagavathy

Lab Incharge

: Enga Doctor Medical Diagnostic Center

wrawi Licsystems

www bhiosysterns global
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i contred biotech

Rupntorrc) offices,

BioSystams Diagnostics Pvi. Ltd.,

24, SIPCOT Industnal Park, rungaltukotal
torenl Hiaelu 002106 India

Phe+91 A4 30341911 /1213714

Fonatl suppuattaml e s gilerasin

CIN - WU2a297TH?002PTC05145%2

SYSTEM PERFORMANCE CHECK PROCEDURE

SYTEM CHECK PERFORMANCE
System Decontamination Done
Photometer LED Check Done
Start Up Done
Pump Adjustments Done
Temperature Check Done

Customer Signature: @
i

-4 <

BioSystems S.A,

1a Brava 30,

0 Barcelona 1Spain)
] 833 110 000

ncal Diagnos _
alayamkottai, Tiruneiveli
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www.biosystems.in
www.biosystema.giobal
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OPERATIONAL QUALIFICATION

Nuatem Certification:

Study datahas detennined that the System deseribed in this document either
meets alt enteria outlined in this Operational Qualitication Protocal, or
excepuonal conditions have been identitied and documentation included.
Exeeptional conditions., it any have been addressed. The system is ready for
speatfied usage,
Protocol Pertormed By: BioSystems Engincer
Name @ Mr. RAJENDRA KAMILAS
Title : Service Engineer

Company: BioSystems Diagnostics Pvt. Ltd

Customer Authorization Enga Doctor Medical Diagnostic Center

Name : Ms. Bagavathy

S e e TR Title : Lab Incharge EngaDOCtor
L‘f\“}»‘.\‘:’\\‘m SN < 4 : -——‘"—__-T——
SENTHIL S=amannses P’D gﬂ edical Dmgn_os_iIC_ Cg:r}ltre
. . alav quotjm.‘\'a ungivel
AUTHORIZED SIGNATURE CUSTOMER SIGRATURE
DATE: /4062024 DATE: /4.0l R0 =4
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BTS - Semi Auto Biochemistry
Analyzer

Installation Qualification Certificate

For

Enga Doctor Medical Diagnostic
Center

BioSystems Diagnostics Pvt. Ltd
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Customer Name
Department
Contact Person
Instrument Model
Serial Number

Date of Installation

INSTALLATION REPORT

Bio Chemistry Analyzer
Ms. Bagavathy
: BTS Semi Auto Analyzer
2 0000001860

14-09-2021

Registared olfice,

BioSystems Diagnostics Pul. Ltd.,
Ad.SIPCOT Industnal Park lrungaltukoras
fami Nadu 602108 India

Ph: +91 -44 - 30341911 - 127 13/14

Erna:l: suppoitt syslems.in

CIN - U29297TN2CO3PTCO51492

. Enga Doctor Medical Diagnostic Center

The System was installed along with the necessary accessories. All basic
requirements and adjustments were checked and are found to be satisfactory
Preliminary customer training was provided and standardization of a few
parameters was done. The Instrument is found to be working satisfactorily.

v biosystems in

vaww.bicsystems global
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CERTIFICATE OF INSTALLATION

Instrument Name: BTS - Semi Auto Biochemistry Analyzer
Serial Number  : 0000001860
Customer : Enga Doctor Medical Diagnostic Center

The undersigned performer certifies that the installation Qualification Protocol
has been successfully completed for the instrument stated above.

A thh Ol'i Zed S Digitally signed by S SENTHIL

DN en=S SENTHIL. c=IN.

S ign ature . S E N T H I L :xﬁfssémﬁhl@alosvswsus.m

Date 2024.06 25 1532 11 +0530°

Name : Mr. RAJENDRA KAMILAS

Designation : Service Engineer

Company : BioSystems Diagnostics Pvt. Ltd

octor
Customer 0\/() g aD . =
. Medical Diagnostic Cenire

SIS Palayamkottai, Tirunelveli
Name : Ms. Bagavathy

Designation : Lab Incharge

Company : Enga Doctor Medical Diagnostic Center

B1zSystems S.A.

Gosta Brava 30,

4030 Rarcelona (Spaind www.bicsystems.in

1 ¢34 533110000 vivew bicsystems global
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2
B I OS S'te m S BioBystems Diagnostcs Pvt. Ltd.,
AL, SPCOT Industrial Park, runpottukoltal,
tarm! Madu - 602105 India
nanvan contred biotech Ph: el a4 - 40341911 /127 13/14

Caineal, suppormbizoystamsin
CIt - L7797 THNZGOTPTCO%1492

INSTALLATION QUALIFICATION

Customer Name : Enga Doctor Medical Diagnostic Center

Address : #1031, Triuvandram road, Palayamkottai,
Tirunelveli - 627002

Instrument Model : BTS

Serial No. : 0000001860

Operational requirement for the Instrument:

Requirement Acceptable Range Observed Range
Input Voltage _ 220+ 10V 222V

Line Frequency 50 or 60 Hz 51 Hz

Ambient Temperature 18 —30 deg. C 22 deg. C

For Biosystems Diagnostics Pvt. Ltd.,

Dugitally signod by S SENTHIL
DN cn=3 SENTHIL, c=IN,
O=PERSCNAL,

am‘ﬂ:SENWlL@BIDSYSTEMS IN
Data: 2024.06.25 15:32:52 0530

Mr. RAJENDRA KAMILAS
Service Engineer

BioSystems S A,

» Brava 30, www.biosystems.in

023 Baicelona ' Spam)
3 Baizelona Span www.blosystems global

24533110000
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BTS - Semi Auto Biochemistry
Analyzer

Performance Qualification

For

Enga Doctor Medical Diagnostic
Center

BioSystems Diagnostics Pvt. Ltd
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SioSystems

Reglsterod oHice,

BioSystems Diagnostics Pvi. Ltd.,

AN SIPCOT Industrial Park, Irungattukstai.
farrnl Nadu - 602105 Incha

Ph: +91 -4 - 20341211/ 127 12/14

Ermail’ supporhibingystems.in

CIN  U2Z9297TN2003PTC0514592

BTS - SEMIAUTO BIOCHEMISTRY ANALYSER

PERFORMANCE QUALIFICATION:

e Pump Adjustment done and performance also checked

e Few test parameters, controls run and checked the results and found

results are coming within the range

LED INTENSITY INTEGRATION TIME
(ms)
340 100 05
405 201 30
505 205 10
535 95 07
560 100 16
600 201 36
635 197 09
670 94 14

BioSystems S A

Costa Heava 30,

2020 Barcelona (Spamn)
1«24 833110000

vewve.blosystems.in
www.blosystems.global
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BloSystama Diagnastice Pvt. Lid,,

A4, NP COT Infustrlal Padk rungattukoital
tamil Faadu w2106 India

iy 01 A4 - 20341011 /127 13714

Foovad sugspsotaibion yutarnsin

CUN - D2O7097THZ2003P 0061492

CERTIFCATE OF PERFORMANCE

Instrument Name

Serial Number

Customer

BTS - Semi Auto Biochemistry Analyser
0000001860

. Enga Doctor Medical Diagnostic Center

The undersigned performer certifies that the Performance Qualification
Protocol has been successfully completed for the instrument stated above.

Authorized
Signature

Name
Designation

Company

Customer
Signature

Name
Designation

Company

BioSystems S.A.

ta Brava 30.
a6 %0 Rarcelona (Spand
11733 110 000

S Dignally signed by S SENTHIL
DN: ¢en=S SENTHIL, ¢=IN,
©=PERSONAL,

E email=SENTHIL@BIOSYSTEMS.IN
Date: 2024.06.25 15:33:42 405'30°

: Mr. RAJENDRA KAMILAS

Service Manager

: BioSystems Diagnostics Pvt. Ltd

3 gaDOCtO_T_“__,_T__
___.,.-- ‘-;_

‘:!-"',c_l LJn (“‘ LR VL' > {;.nnFr

,,:-\._.‘,(gﬁa,g:_gt.ia\,, Tipunahvel

Ms. Bagavathy

Me

Lab Incharge

: Enga Doctor Medical Diagnostic Center

www.biosystems.in
www.biosystems.global
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CALIBRATION CERTIFICATE

This is 10 certily that BTS Photometer bearing S. No: 0000001860 installed at Enga
Doctor Medical Diagnostic Center — Tirunelveli has been calibrated on 14/06/2024

Calibration Values:

LIGHT INTENSITY TEST

LED INTENSITY INTEGRATION TIME
(ms)
340 100 05
405 201 30
505 205 10
535 95 07
560 100 16
600 201 36
635 197 09
670 94 14

PERISTALTIC PUMP ADJUSTMENT TEST

CATEGORY VALUES

PUMP STEPS 130

Next calibration is due on 13/06/2025

For BIOSYSTEMS DIAGNOSTICS Pvt. Ltd.,

Digitally signed by S SENTHIL
DN. en=S SENTHIL. c=IN,
0=PERSONAL

emal=SENTHIL@BIOSYSTEMS IN
Dats 2024.06.25 15 25.22 +0530°

AUTHORISED SIGNATORY

putamns S A
1 Flrnwa 30
Ratcelunn (Spman www bioeystemsin
31110 060 waww biosysbems global



